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Mesa Laboratories Inc — 510(k) submission for pHoenix XL Dialysate Meter

510(k) Summary

Mesa Laboratories, Inc.

12100 West 61" Avenue

Lakewood, CO 80228

Phone: (303) 987-8000 FAX: (303) 987-8989

Jamie Louie, Quality Manager
March 11, 2015

Phoenix XL Dialysate Meter
Meter, Conductivity, Non-Remote

Classification: Il

Classification Panels: Gastroenterology
Regulation Number: 21 CFR § 876.5820,
Meter, Conductivity, Non-Remote
Product Code FIZ

Phoenix Dialysate Meter
Mesa Laboratories Inc
510(k) Number K955298
Cleared February 29, 1996

This device is a hand-held battery powered, multi-test
meter designed for use by hemodialysis professionals
to measure the conductivity, temperature and pH of
Dialysate solutions associated with the dialysis
treatment. The unit houses the conductivity cell,
electronic circuitry and digital display. A syringe
attaches to the unit with luer connectors. When pulled,
the syringe creates a vacuum and draws solution
through the conductivity cell for measurement. The
conductivity cell contains the conductivity electrodes, a
thermistor, and a pH electrode. A 3.6 volt battery
provides power.
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Indications
for Use:

Technological
Characteristics:

This device is designed for use by hemodialysis
professionals to verify the conductivity, temperature,
and pH of solutions in the hemodialysis setting

The technological Characteristics are summarized in

the table below.

Technological
Characteristic

Mesa Laboratories, Inc. Predicate
Device 1996 510(k) K955298

Mesa Laboratories, Inc.
New Device 2013

Intended Use

The Phoenix Dialysate Meter is designed
for use by hemodialysis professionals to
verify proper conductivity, temperature
and pH of solution in the hemodialysis
setting.

The Phoenix XL Dialysate Meter is
designed for use by hemodialysis
professionals to verify proper conductivity,
temperature and pH of solution in the
hemodialysis setting.

User See attached User Manual See attached User Manual
Instructions
+0.01 mS/cm from 0.10 to 1.99 mS/cm +0.01 mS/cm from 0.10 to 1.99 mS/cm
Conductivity +0.1 mS/cm from 2.0 to 19.9 mS/cm +0.1 mS/cm from 2.0 to 19.9 mS/cm
Accuracy +2.0 mS/cm from 20.0 to 119.9 mS/cm +2.0 mS/cm from 20.0 to 119.9 mS/cm
+30.0 mS/cm from 120.0 to 200.0 mS/cm +5.0 mS/cm from 120.0 to 200.0 mS/cm
Conductivity 0.01 mS/cm from 0.10 to 1.99 mS/cm 0.01 mS/cm from 0.10 to 1.99 mS/cm
Resolution 0.1 mS/cm from 2.0 to 19.9 mS/cm 0.1 mS/cm from 2.0 to 19.9 mS/cm
1 mS/cm from 20.0 to 200.0 mS/cm 1 mS/cm from 20.0 to 200.0 mS/cm
Conductivity
Temperature 15°C to 45°C 15°C to 45°C
Compensation
Temperature 15°C to 90°C 15°C to 90°C
Range
Temperature +1°C from 15°C to 90°C +1°C from 15°C to 90°C
Accuracy
Temperature 1°C from 15°C to 90°C 1°C from 15°C to 90°C
Resolution
pH Range 2.0t0 10.0 pH 2.0t0 10.0 pH

pH Accuracy

+0.1 from 2.0 to 10.0 pH

+0.1 from 2.0 to 10.0 pH

pH Resolution

0.1 from 2.0 to 10.0 pH

0.1 from 2.0 to 10.0 pH

Battery Type 522 9vVDC Alkaline 3.6 VDC Lithium
Dimensions H10"xW3.3"xT1" H11"xW29"'xT 17"
Weight 7.33 0z. 10.6 oz. (3009)
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The Phoenix XL Dialysate Meter is similar to the
predicate device in that they are both hand-held meters,
measuring Conductivity, pH, and temperature. Both
devices use conductivity cells using electrodes to
measure the conductivity, a thermistor to measure
temperature and a pH electrode to measure pH. Both
devices are battery powered.

Nonclinical Validation of the performance of the device was
Performance: performed on units equivalent to production.
Conclusions The results of the validations show that the pHoenix XL
Drawn from Dialysate Meter is equivalent to the pHoenix Dialysate
Demonstrating Meter for measuring Conductivity,pH, and temperature.
Safety and

Effectiveness:

The Phoenix XL Dialysate Meter is substantially
equivalent to the legally marketed Phoenix Dialysate
Meter (predicate device).
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